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him otherwise establish that such test 
is not required to determine safety for 
the use proposed. 

(c) Upon written request describing 
the proposed use of a color additive and 
the proposed experiments to determine 
its safety, the Commissioner will ad-
vise a person who wishes to establish 
the safety of a color additive whether 
he believes the experiments planned 
will yield data adequate for an evalua-
tion of the safety of the additive. 

§ 70.45 Allocation of color additives. 
Whenever, in the consideration of a 

petition or a proposal to list a color ad-
ditive or to alter an existing listing, 
the data before the Commissioner fail 
to show that it would be safe to list the 
color additive for all the uses proposed 
or at the levels proposed, the Commis-
sioner will notify the petitioner and 
other interested persons by publication 
in the FEDERAL REGISTER that it is nec-
essary to allocate the safe tolerance for 
the straight color in the color additive 
among the competing needs. This no-
tice shall call for the presentation of 
data by all interested persons on which 
the allocation can be made in accord-
ance with section 721(b)(8) of the act. 
The time for acting upon the petition 
shall be stayed until such data are pre-
sented, whereupon the time limits 
shall begin to run anew. As promptly 
as possible after presentation of the 
data, the Commissioner will, by order, 
announce the allocation and the toler-
ance limitations. 

§ 70.50 Application of the cancer 
clause of section 721 of the act. 

(a) Color additives that may be ingested. 
Whenever (1) the scientific data before 
the Commissioner (either the reports 
from the scientific literature or the re-
sults of biological testing) suggest the 
possibility that the color additive in-
cluding its components or impurities 
has induced cancer when ingested by 
man or animal; or (2) tests which are 
appropriate for the evaluation of the 
safety of additives in food suggest that 
the color additive, including its compo-
nents or impurities, induces cancer in 
man or animal, the Commissioner shall 
determine whether, based on the judg-
ment of appropriately qualified sci-
entists, cancer has been induced and 

whether the color additive, including 
its components or impurities, was the 
causative substance. If it is his judg-
ment that the data do not establish 
these facts, the cancer clause is not ap-
plicable; and if the data considered as a 
whole establish that the color additive 
will be safe under the conditions that 
can be specified in the applicable regu-
lation, it may be listed for such use. 
But if in the judgment of the Commis-
sioner, based on information from 
qualified scientists, cancer has been in-
duced, no regulation may issue which 
permits its use. 

(b) Color additives that will not be in-
gested. Whenever the scientific data be-
fore the Commissioner suggest the pos-
sibility that the color additive, includ-
ing its components or impurities, has 
induced cancer in man or animals by 
routes other than ingestion, the Com-
missioner shall determine whether, 
based on the judgment of appropriately 
qualified scientists, the test suggesting 
the possibility of carcinogenesis is ap-
propriate for the evaluation of the 
color additive for a use which does not 
involve ingestion, cancer has been in-
duced, and the color additive, including 
its components or impurities, was the 
causative substance. If it is his judg-
ment that the data do not establish 
these facts, the cancer clause is not ap-
plicable to preclude external drug and 
cosmetic uses, and if the data as a 
whole establish that the color additive 
will be safe under conditions that can 
be specified in the regulations, it may 
be listed for such use. But if, in the 
judgment of the Commissioner, based 
on information from qualified sci-
entists, the test is an appropriate one 
for the consideration of safety for the 
proposed external use, and cancer has 
been induced by the color additive, in-
cluding its components or impurities, 
no regulation may issue which permits 
its use in external drugs and cosmetics. 

(c) Color additives for use as an ingre-
dient of feed for animals that are raised 
for food production. Color additives that 
are an ingredient of the feed for ani-
mals raised for food production and 
that have the potential to contaminate 
human food with residues whose con-
sumption could present a risk of cancer 
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